Department of Health and Human Services: Food
and Drug Administration

S00505-003

Authority: Coal Mine Health and Safely Act of 1969, as amended).
Geographic Relevance: National; Stale

Purpose: The purpose of this system is to maintain results of X-mys
and detect the development of pneumoconiosis. The system covers all
underground coal miners in the United Slates and contains x-rays, medi-
cal examinations, and the results of interviews. Input: The information
is galhered from medical examinations and occupational history and in-
dividual questioning. Output: Outputs from this system include letter
reports and statistical reports regarding the results of X-rays and medi-
cal examinations of coal miners.
Agency Contact: Centers for Disease Control. (FTS) 923-4306,

S00504-OOC

National TD Statistics System fSTOJ).   (HCM 014).
OMB Funding Code/Title: 75-0943-0-1-550 / Disease control
Program: Disease Control

Congressional Relevance; House Committee on Education and La-
bor; House Committee on Energy and Commerce; Senate Committee on
Labor and Human Resources; House Appropriations Committee: La-
bor, Health and Human Services, and Education Subcommittee; Senate
Appropriations Committee: Labor, Health and Human Services, and
Education Subcommittee

Authority: Public Health Service Act (P.L. 78-410).
Purpose: The purpose of this system is to monitor the status of the tu-
berculosis problem in the United States. The system contains informa-
tion gathered from state and local tuberculosis conlrol programs. Infor-
mation collected from these sources include statistical summaries, geo-
graphical area reports, case registers, contacts, laboratory results, drugs,
case treatment, and therapy population estimates. Input: Information is
generated from case-details. Output: The products of this system in-
clude statistical profiles, special studies, projections and evaluations of
programs, and annual statistical summaries by state and cily.
Agency Contact: Centers for Disease Control. (404) 329-2508.

Food and Drug Administration

500505-001

Drug Information System (ASTRO-4).   (HFN 001).
OMB Funding Code/Title: 75-0600-0-1-554 / Program expenses
Program: Drugs and Devices

Congressional Relevance: House Committee on Energy and Com-
merce; Senate Committee on Labor and Human Resources; House Ap-
propriations Committee: Agriculture, Rural Development and Related
Agencies Subcommittee; Senate Appropriations Committee: Agricul-
ture and Related Agencies Subcommittee

Authority: Tea Importation Act (P.L. 29-358). Import Milk Act of 1927
(P.L. 69-625).   Public Health Service Act (P.L. 78-410). Federal Food,
Drug and Cosmetic Act (P.L. 75-717).
Availability: Internal Use Only
Geographic Relevance: State; City

Purpose: The ASTRO-4 Drug Information System was designed and
developed to provide information relating to Investigalional New Drug
Applications (INDs), New Drug Applications (NDAs), Abbreviated
New Drug Applications (ANDAs), and Antibiotic Form 5s and Form
6s. Data in the various files of the system support tlie new drug evalua-
tion process, the preparation of special purpose reports on individual or
classes of drugs, compliance programs, and major publications, such as
the Approved Prescription Drug Products With Therapeutic E-
quivalence Evaluations. Information that supports ASTRO-4 processing
and-report generation comes from data that have been collected since
1938. The ASTRO-4 data base comprises approximately 85b500 records
(44,740 INDs and 40,760 NDAs, ANDAs, Form 5s and Form 6s) for a
total of 100 million bytes of data. The principal data of the ASTRO-4
files are related to drug formulation, activity, use, and legal status.
These data include the following: document/product number, applica-
tion holder, drug composition, use and supporting information (e.g., le-
gal status and supporting documents). Levels of geocoding are FDA dis-
tricts and city/state for application holder. Internal (FDA) and external
(FOI) requests for ad hoc reports from the ASTRO-4 file number ap-
proximately 50 per month. Input: Selected data from IND/NDA bound
jackets and correspondence are extracted onto coding sheets for data

entry on a minicomputer system with on-line editing capability. Chem-
ists identify ingredients in an application, and the name, structure, imd
molecular formula are placed into a manual and automated chemical
nomenclature file. Data are reviewed by pharmacists and technical in-
formation specialists to assure conformity with Center for Drugs and
Biologies standards. Output: The system output is in the form of stand-
ard hardcopy and computer output microfiche (COM). Master listings
are produced at least monthly containing all file data elements used for
internal system maintenance. Ad iioc reports are produced upon request
for internal users, principally reviewing officers, approximately 40 limes
per month. Standard reports arc produced for internal purposes and
FOI requests. Special purpose reports are supported by ASTRO-4 and
particularly the major publication Approved Prescription Drug 1'rodncis
With Therapeutic Equivalence Evaluations. All of these reports are pro-
duced in the batch mode, Other Center files arc coordinated with and
depend on this system. NDAs are now available via on-line query.
Agency Contact: Food and Drug Administration. (301) 443-2836.

500505-002

Drug Product Problem Reporting System.   (HFN 004).
OMB Funding Code/Title: 75-0600-0-1-554 / Program expenses
Program: Drugs and Devices

Congressional Relevance: House Committee on Energy and Com-
merce; Senate Committee on  Banking,  Housing,  and  Urban  Affairs;
House Appropriations Committee: Labor, Health and Human Services,
and Education Subcommittee; Senate Appropriations Committee:    La-
bor, Health and Human Services, and Education Subcommittee
Authority: Tea Importation Act (P.L, 29-358). Import Milk Act of 1927
(P.L. 69-625).   Public Health Service Act (P.L. 78-410). Federal Food,
Drug, and Cosmetic Act (P,L. 75-717).
Availability: Agency

Purpose: The Drug Product Problem Reporting System is a voluntary,
spontaneous reporting system, dependent upon hospital and community
pharmacists and nurses voluntarily reporting drug defects to the Fond
and Drug Administration (FDA) vin the U.S. Pharmacopeia (USP}.
The FDA share* the information with the USP and the American So-
ciety of Hospital Pharmacists, The system is used to help determine if
the reported defect is peculiar to the product itself, might occur in other
products made by thai company, or is an industry-wide phenomenon.
FDA also pursues compliance action as deemed appropriate, The sys-
tem maintains a single comprehensive file of voluntarily submitted re-
ports from hospital and community pharmacists ntid nurses on defective
drug products. The data base is cumulative from 1972. It is updated
weekly. The principal data elements are National Drug Code (NDC),
drug name, manufacturer, address (uses USPS state and zip codes), de-
fect, and report text. Input: Initial input to the system is the three
problem reports (Hospital Pharmacists's Drug Problem Report, Com-
munity Pharmacist's Drug Problem Report, and the Nurse's Drug Prob-
lem Report) which arc submitted directly to the USP by hospital phar-
macists (55 percent), community pharmncisCs (31 percent) ami nurses
(14 percent). The USP acknowledges the reports, prepares them for
keylaping by transposing data from the relatively free-form defect re-
port to the fixed form problem coding sheet, and enters the data on a
minicomputer. Internal data relative to report follow-up are entered 6n
a coding form by personnel in the compliance area mid entered into the
system using the minicomputer. Output; A cumulative basic report log
is used for internal review and reference is produced with each update.
A quarterly alphabetic report of drugs reported is produced for internal
maintenance functions (review, reference, elimination of duplicate re-
ports). Reports by FDA district are produced semiannunlly and sent to
respective districts for use in inspections. Internal reports and reports
mailed to the districts are computer-generated Imrdcopy. The system is
programmed in the MARK IV File Management System to allow for
batch mode retrieval.
Agency Contact! Food and Drug Administration. (301) 443-2836,

300505-003

Drag Experience Information System.  (HFN 000).
OMB Funding Code/Title: 75-0600-0-1-554 / Program expenses
Program: Drugs and Devices

Congressional Relevance: House Committee on Energy and Com-
merce; Senate Committee on Labor and Human Resources; House Ap-
propriations Committee: Agriculture, Rural Development and Related

Federal Information Systems and Sources

95liation
